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" The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED {35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )KI Responsive to communication(s) filed on 17 February 2004 . 
2a)IEI This action is FINAL. 2b)n This action is non-final. 

3) n Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) IEI Claim(s) 1_ is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) S Claim(s) jf is/are rejected. 

/)□ Claim(s) is/are objected to. 

8) n Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) K The specification is objected to by the Examiner. 

10)0 The drawing(s) filed on is/are: a)^ accepted or b)^ objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12)n Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)n All b)n Some * c)^ None of: 

1 Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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2) O Notice of Draftsperson's Patent Drawing Review (PTO-948) 

3) □ Information Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 

Paper No(s)/IV1ail Date . 



4) 0 Interview Summary (PTO-41 3) 

Paper No(s)/Mail Date. . 

5) □ Notice of Informal Patent Application (PTO-152) 

6) □ Other: . 
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Art Unit: 1642 

DETAILED ACTION 

1 . Claims 2-1 2 has been canceled . 
Claim 1 has been amended. 

2. Claim 1 is under examination. 

3. The text of those sections of Title 35 U.S.C. code not included in this office action 
can be found in a prior Office Action. 

Specification 

4. The disclosure is objected to because of the following: 

The amendment filed 2/17/04 is objected to under 35 U.S.C. 132 because 
it introduces new matter into the disclosure. 35 U.S.C. 132 states that no amendment 
shall introduce new matter into the disclosure of the invention. The added material 
which is not supported by the original disclosure is as follows: The first line of the 
specification has been updated to add an "incorporated herein in its entirety". 
Applicant is directed to the following: 
United States Patent and Trademark Office 00 Notices: 
1268 00 89 (18 March 2003). 
Last paragraph of OG notice reads: 

Part VII: Adding an Incorporation-By-Reference Statement in a Benefit Claim is Not 
Permitted After Filing An incorporation-by-reference statement added after the filing 
date of an application is not permitted because no new matter can be added to an 
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application after its filing date. See 35 U.S.C. 132(a). If an incorporation-by-reference 
statement is included in an amendment to the specification to add a benefit claim after 
the filing date of the application, the amendment would not be proper. When a benefit 
claim is submitted after the filing of an application, the reference to the prior application 
cannot include an incorporation-by-reference statement of the prior application. See 
Dart Industries v. Banner, 636 F.2d 684, 207 USPQ 273 (C.A.D.C. 1980). Therefore, 
the Office will not grant a petition to accept a benefit claim that includes an 
incorporation-by-reference statement of a prior application, unless the incorporation-by- 
reference statement was submitted on filing of the application. 

Applicant is required to cancel the new matter in the reply to this Office Action. 
Rejections Withdrawn 

5. The rejection of claims 1-6 under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention is withdrawn in view of the amendments to the 
claims. 

6. The rejection of claims 1-5 under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement is withdrawn in view of the amendments 
to the claims. 
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Response to Arguments 

7. The rejection of claim 1 under 35 U.S.C. 112, first paragraph, as failing to comply 
with the enablement requirement is maintained in part. 

The claim has been amended to recite an increase in measured levels for SEQ 
ID N0:1 and as such the claim is enabled for a method of detecting the presence of 
cancer of the stomach or small intestine by detection of mRNA levels in a sample of 
stomach or small intestine with an increase in measured levels verses normal matched 
control samples. The specification is still not enabled for detection of SEQ ID N0:2 in 
the sample or detection in just any tissue. 

The response filed 2/17/02 has been carefully considured but is deemed not to be 
persuasive. The response states that regenerating protein I has been used as a 
diagnostic marker and is related to CC2 and this is more relevant than the handful of 
unrelated proteins or mRNA that the examiner cited (see pages 9-10 of response). In 
response to this argument, whether the REG! is related to CC2 is irrelevant when the art 
shows that mRNA levels are not correlative to protein levels as evidenced by the 
references cited in the previous Office Action. Therefore, the prior art previously cited 
demonstrate that mRNA expression does not necessarily correlate with protein 
expression. Thus, the predictability of protein translation and its possible utility as a 
diagnostic are not necessarily contingent on the levels of mRNA expression due to the 
multitude of homeostatic factors affecting transcription and translation. Therefore, 
absent evidence of the protein's expression including the correlation to a diseased 
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state, one of skill in the art would be unable to predictably use the polypeptides in any 
diagnostic setting without undue experimentation. 



Conclusion 

8. No claim is allowed. 

9. THIS ACTION IS MADE FINAL Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 , 136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

10. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Larry R. Helms, Ph.D, whose telephone number is (571) 
272-0832. The examiner can normally be reached on Monday through Friday from 7:00 
am to 4:30 pm, with alternate Fridays off. If attempts to reach the examiner by 
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telephone are unsuccessful, the examiner's supervisor, Yvonne Eyier, can be reached 
at (571)272-0871. 

1 1 . Papers related to this application may be submitted to Group 1600 by facsimile 
transmission. Papers should be faxed to Group 1600 via the PTO Fax Center. The 
faxing of such papers must conform with the notice published in the Official Gazette, 
1096 OG 30 (November 15, 1989). The Fax Center telephone number is 703-872- 
9306. 



Respectfully, 

Larry R. Helms Ph.D. 

571-272-0832 




